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aftr mR^k «bwiui iraim 

(fcnfeq aftr mR«iu *hWP*T ) 

3TfMj^RT 
30B$, 2011 

RT.W.fa. 418(3?).—B<+H BIT 3?foR Wttal 
BdlS+K ^ HR1 BfcfiT 
^3rrerc"<BBBTRT : T‘sf BBT«nfB> w BHB 

^cR^BS sflBR BffBBj® sfjBRt 

^ ^ ^ ^ ^ IsRRT t "3^ 

sfaqf ^ arfacp fa+cM <s*hrw t; 

^ *tc?fr b^t rbtrft bbt *n 1 b> RBfar 3 bbb 

sflBBf ^ faProH Ibb^ bb Rwon b* yfNsr wtptt 3uq*q<£ 

Tjrgf qifl^ T f sffc 3^ 3?ft BBPR BIB# 

3Tft#m, 1940 (1940 BTT 23 ) B?t RIB 26B> SRI TO YffaT# 
^T R#B ^ ^ fcflBr 10-2-2011 Bit 3Tfa*JRHT WIT 
82(31),"glB clrW^BB1R3 BBB 3?tRRf # faftBfa, 
fasFt fcHcH«I RT ylcrfB WIT fcRT; 

* ‘ BHR "SR#*? # fat? ^JBR "^fer V<f$FZ 3?ft ?B# 
3?|RR # RRR *¥ ?B# BFT # Rl^ "3 'falfo 
10-2-2011 "B^f "3BR 3Tf%RJRRT fRecft 'Tsg 3 fe 

RTfaRTT (fBfacl) a 1054/2011 3^=M#Rf# 3?ftBIR#R 
# BBS? faRR-lRB# # #BR B*B»R % R? RRR f^RT 
‘ ^RR T#fel VJX&Z' # BRR 3 TJBffl, yBM+lfWT 3Tlft 
^ rrIrr r$ wr ^ R# BfafR srcr R>t "Ruu 

. ^HcfTR # RRR RRBTR^ "BR fTOFT BT^ t^Tf^ 
6-4-2011 ^ 3ti&\ BFPftB 75^ ^WKrlB ^T 

feR BF BT ^ 3TRTB ^FT fafa lB» 3lf?RB ^TBT^ TBRT t 


3TBBT ^ 13?B t^BT WIT i, T## ?RI ^TTW 

TR^cT ^ TOR fl 

i^Bl f ; z 

3RT: 3TB BH’ftB f^crft T5B -BIBIelB ^ ^uPl^rlt 
^RI BfeB Bft Bf Bfafr RfUiRciT 

3TTBR BT WTR f^TTBT 10-2-2011 Bit BB?T 

3Tftr^RT WTT "BT.Bn.fB. 82(3?) ^ B»f BB W 

(4) PlHI^BK "B^BB BTBff t : 

“ 4 . BHB wfoT ^ "f^R; T^BB Brifel 
^Bt^ BBpBR, fBBTB 

(i) BIB iR^^ffWT 3|^4i«l "^, 3^t 

(ii) srtfar bIb fW fao.^B?H ^ 

B?I?f f^" BTBB "3BBfB ^ f^R "^fe? V^fZ 3ffk 
"5B^ BB^TRf ^ fBfBBfflT "^^feT ^ BRW3ff B»T SItBBBFft 
^t zfc ar^H i 4«t j *ie n T#f bt1b> bf ^bItbb f^BT b^ 
^ Brai^rf "qBifBB ft>B? "BT^ "Bf T^B 3^ Bf, BB 
3FB qi«<W?f "gBB*fl” 

[tR U ^B-l 1014/1/2011-^W^] 
3T^J? B®5T, BfBB 
MINISTRY OF HEALTH AND FAMILY WELFARE 
(Department of Health and Family Welfare) 

. NOTIFICATION 
New Delhi, the 30thMay, 2011 
GLS.R. 418(E).—Whereas, the Central Govemm«n 
was satisfied on the basis of the recommendations of an 
expert sub-committee set up by the Drugs Technical 
Advisory Board that use of certain drugs, including the 
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drug “Human Placental Extract and its formulations for 
human use”, is likely to involve certain risks to human 
beings and whereas safer alternatives to the said drugs 
are available; ® 
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decision as to whether the ban is to be sustained or lifted 
can only be arrived at after the Committee carries out a 
comprehensive exercise and submit a report in that regard; 


Whereas, the Central Government was satisfied that 
it is necessary and expedient to prohibit the manufacture 
sale and distribution of the said drugs in public interest 
and accordingly m exercise of the powers conferred by 
section 26A of the Drugs and Cosmetics Act, 1940 (23 of 
1940) prohibited the manufacture, sale and distribution 
of the said drugs with immediate effect by a notification 
No. GS.R. 82fE) dated 10-9-901 1 . 


Now, therefore, on the basis of the reco mm e ndation, 
of the Expert Committee constituted by the Government 
as per the directions of the Hon'ble High Court of Delhi 
®e Central Government hereby amends item No. (4) of the 
third paragraph of the aforesaid notification No. G.S.R. 82m 
dated 10.2.2011 asunder: 

“4. Human Placental Extract and its formulations for 
human use except its 


Whereas, the said notification dated 10-2-2011 with 
respect to its part relating to the drug “Human Placental 
pctract and its formulations for human use” was challenged 
in the High Court of Delhi in Writ Petition (Civil) No 1054/ 
2011 and during the deliberations before the Hon’ble Court, 
the Government gave an undertaking that the issues 
related to safety, efficacy etc. in respect ofthe drug ‘Human 
Placental Extract’ may be examined by a larger committee; 

Whereas, on the undertaking of the Government 
the Hon’ble High Court of Delhi in its Order dated 
6-4-2011, while disposing off the matter, opined that the 


(i) Topical application for wound healing, and 

(ii) Injection for pelvic inflammatory disease 

subject to the condition that the manufacturers of Human 
Placental Extract and its formulations for human use shall 
maintain meticulous details and traceability ofthe donors 
ofthe Placenta so as to ensure that the Placenta is collected 
from the donors who are free from HIV, HBsAg, HC V and 
other viruses.” 

[F. No. X-l I0I4/I/2011-DFQCJ 
ARUN K. PANDA, Jt. Secy. 
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